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	RESEARCH ETHICS REVIEW COMMITTEE
REGULAR MONTHLY MEETING
Minutes of Meeting
<Date>
<Venue>/ <Time>


ATTENDANCE
	PRESENT
	ABSENT

	
	


1. CALL TO ORDER
(Name of RERC Chair), RERC Chair, called this regular meeting to order at <Time>.
2. DETERMINATION OF QUORUM
A quorum was declared with the presence of <Number) members, inclusive of the presence of <Number> lay members, and <Number> Independent Consultant as confirmed by the RERC Member-Secretary, (Name of Member-Secretary)
3. [bookmark: _GoBack]DISCLOSURE OF CONFLICT OF INTEREST
(Name of RERC Chair), RERC Chair, called for disclosure of Conflict of Interest (COI) in the Study Protocols scheduled for deliberation in the meeting. No RERC member/s inhibited from participation in the panel deliberations since there is nobody from them are involved in the trial/study to be discussed during the full board meeting.
4. APPROVAL OF THE PROVISIONAL AGENDA
(Name of RERC Chair) presided over the provisional agenda. The agenda is corrected during the discussion and approved as amended.
5. READING AND APPROVAL OF THE MINUTES OF THE LAST MEETING
(Name of RERC Chair) presided over the discussion of the minutes of the previous meeting held last <Date>. The minutes were corrected during the discussion and approved as amended.
6. BUSINESS ARISING FROM THE MINUTES OF THE LAST MEETING
1. Corrections in the Minutes
2. Matters requiring CSMC RERC action

7. STUDY PROTOCOL REVIEW
1. Study Protocol for Initial Review
		CSMC RERC Code
	

	Date of Initial Submission 
	

	Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Category of PI
	

	Department
	

	Type of review
	

	Presence of required expertise
	

	Study Site
	

	Primary Reviewers
	

	Quorum status
	

	Conflict of Interest
	

	Assessment of Scientific Soundness
	1. Social valueObjectives/Expected output
2. Investigator’s Brochure 
3. Literature review
4. Research design 
5. Sampling design, sample size
6. Inclusion criteria
7. Exclusion criteria
8. Withdrawal criteria 
9. Methodology 
10. Data collection and processing plan
11. Specimen collection and processing
12. Statistical and data analysis plan
13. PI qualifications 
14. Suitability and choice of site
15. Duration of participant involvement
16. Justification for the use of placebo

	Assessment of ethical issues
	1. Conflict of Interest and Transparency
2. Privacy and confidentiality including data protection plan
3. Use of special population and vulnerable groups 
4. Assent
5. Benefits 
6. Compensation/ Stipend
7. Documentation of collaborative study and TOR
8. Data sharing and dissemination plan 
9. Mitigation of Risk in the ICF consistent with what is in the protocol
10. Overall level of risk of the study
11. Can the benefit-risk still be improved favorably?
12. Are there any other issues raised for this study
13. Post-trial access to the investigational product 

	Assessment of informed consent issues
	1. Informed consent process and recruitment 
2. Informed Consent Form (ICF) (including translation)


	Summary of Assessments
	

	Recommendation
	



2. Resubmissions 
		CSMC RERC Code
	

	Date of Initial Submission 
	

	Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Category of PI
	

	Department
	

	Type of review
	

	Study Site
	

	Primary Reviewers
	

	Quorum status
	

	Conflict of Interest
	

	Assessments of Resubmission
	

	Recommendation
	



3. Study Protocol for Clarificatory Interview
		CSMC RERC Code
	

	Date of Initial Submission 
	

	Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Category of PI
	

	Department
	

	Type of review
	

	Study Site
	

	Primary Reviewers
	

	Quorum status
	

	Conflict of Interest
	

	Assessments of Clarificatory Interview
	

	Recommendation
	



4. Withdrawal of Study Protocol Application
		CSMC RERC Code
	

	Date of Initial Submission 
	

	Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Category of PI
	

	Department
	

	Type of review
	

	Study Site
	

	Primary Reviewers
	

	Quorum status
	

	Conflict of Interest
	

	Assessments of Withdrawal Application
	

	Recommendation
	



5. Study Protocol Amendment Applications
		CSMC RERC Code
	

	Date of Initial Submission 
	

	Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Category of PI
	

	Department
	

	Type of review
	

	Study Site
	

	Primary Reviewers
	

	Quorum status
	

	Conflict of Interest
	

	Assessments of Amendment Application
	

	Recommendation
	



6. Progress Report/Continuing Review Application
		CSMC RERC Code
	

	Date of Initial Submission 
	

	Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Category of PI
	

	Department
	

	Type of review
	

	Study Site
	

	Primary Reviewers
	

	Quorum status
	

	Conflict of Interest
	

	Assessments of Continuing Review Application
	

	Recommendation
	



7. Final Report
		CSMC RERC Code
	

	Date of Initial Submission 
	

	Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Category of PI
	

	Department
	

	Type of review
	

	Study Site
	

	Primary Reviewers
	

	Quorum status
	

	Conflict of Interest
	

	Assessments of Final Report
	

	Recommendation
	



8. Study Protocol Deviation or Violation Report
		CSMC RERC Code
	

	Date of Initial Submission 
	

	Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Category of PI
	

	Department
	

	Type of review
	

	Study Site
	

	Primary Reviewers
	

	Quorum status
	

	Conflict of Interest
	

	Assessments of Protocol Deviation Report
	

	Recommendation
	



9. Early Study Termination Applications
		CSMC RERC Code
	

	Date of Initial Submission 
	

	Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Category of PI
	

	Department
	

	Type of review
	

	Study Site
	

	Primary Reviewers
	

	Quorum status
	

	Conflict of Interest
	

	Assessments of Early Termination Application
	

	Recommendation
	



10.  Serious Adverse Events Onsite and SUSAR Report
		CSMC RERC Code
	

	Date of Initial Submission 
	

	Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Category of PI
	

	Department
	

	Type of review
	

	Study Site
	

	Primary Reviewers
	

	Quorum status
	

	Conflict of Interest
	

	Assessments of SAE Onsite
	

	Recommendation
	



11. SAE Subcommittee Quarterly Report- Line Listing of Off-site SAE/SUSAR Submissions
		CSMC RERC Code
	

	Date of Initial Submission 
	

	Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Category of PI
	

	Department
	

	Type of review
	

	Study Site
	

	Primary Reviewers
	

	Quorum status
	

	Conflict of Interest
	

	Quarterly Report-Line Listing of SAE/SUSAR Submission
	

	Recommendation
	



12. Site Visit Reports
		CSMC RERC Code
	

	Date of Initial Submission 
	

	Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Category of PI
	

	Department
	

	Type of review
	

	Study Site
	

	Primary Reviewers
	

	Quorum status
	

	Conflict of Interest
	

	Assessments of Site Visit Report
	

	Recommendation
	




8. REPORT OF SJREB PROTOCOLS
1. Study Protocol for Initial Review 
	CSMC RERC Code
	

	Study Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Date of SJREB Review
	

	Summary of Assessments
	



2. Resubmissions 
	CSMC RERC Code
	

	Study Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Date of SJREB Review
	

	Summary of Assessments
	



3. Study Protocol Amendment Applications
	CSMC RERC Code
	

	Study Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Date of SJREB Review
	

	Summary of Assessments
	



4. Progress Report/Continuing Review Application
	CSMC RERC Code
	

	Study Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Date of SJREB Review
	

	Summary of Assessments
	



5. Final Reports
	CSMC RERC Code
	

	Study Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Date of SJREB Review
	

	Summary of Assessments
	



6. Study Protocol Deviation or Violation Report
	CSMC RERC Code
	

	Study Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Date of SJREB Review
	

	Summary of Assessments
	



7. Early Study Termination Applications
	CSMC RERC Code
	

	Study Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Date of SJREB Review
	

	Summary of Assessments
	



8. Site Visit Reports
	CSMC RERC Code
	

	Study Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Date of SJREB Review
	

	Summary of Assessments
	




9. REPORT OF PROTOCOL SUBMISSIONS CLASSIFIED AS EXEMPT
1. Protocols Exempted from Ethical Review

	CSMC RERC Code
	

	Study Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Date of Submission
	




10. REPORT OF PROTOCOL SUBMISSIONS FOR EXPEDITED REVIEW AND FULL BOARD PROTOCOLS   WITH MODIFICATION EXPEDITED AT THE LEVEL OF THE CHAIR
1. Approved Study Protocol 
	CSMC RERC Code
	

	Study Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Date of Submission
	

	Summary of Assessments
	

	Date Approved 
	



2. Resubmissions (Study protocols for minor modifications under full review from last meeting)
	CSMC RERC Code
	

	Study Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Date of Resubmission
	

	Summary of Assessments of Resubmission
	

	Date Approved 
	



3. Resubmissions (Study protocols for minor modifications under expedited review)
	CSMC RERC Code
	

	Study Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Date of Resubmission
	

	Summary of Assessments of Resubmission
	

	Date Approved 
	



4. Withdrawal of Study Protocol Application
	CSMC RERC Code
	

	Study Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Date of Submission
	

	Summary of Assessments of Withdrawal Application
	

	Date Approved 
	



5. Study Protocol Amendments Application
	CSMC RERC Code
	

	Study Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Date of Submission
	

	Summary of Assessments of Amendment Application
	

	Date Approved 
	



6. Progress Report/Continuing Review Application
	CSMC RERC Code
	

	Study Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Date of Submission
	

	Summary of Assessments of Continuing Review Application
	

	Date Approved 
	



7. Final Reports
	CSMC RERC Code
	

	Study Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Date of Submission
	

	Summary of Assessments of Final Report
	

	Date Approved 
	



8. Early Termination Application
	CSMC RERC Code
	

	Study Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Date of Submission
	

	Summary of Assessments of Early Termination Application
	

	Date Approved 
	



11. NOTIFICATIONS
	CSMC RERC Code
	

	Study Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Nature of Notification
	

	Comment 
	



12. QUERIES AND COMPLAINTS
	CSMC RERC Code
	

	Study Protocol Title
	

	Principal Investigator
	

	Funding Agency/Sponsor
	

	Queries and Complaints
	

	Recommendation  
	



13. OTHER MATTERS

14. ADJOURNMENT
	Prepared by:
	<NAME and SIGNATURE OF RERC SECRETARIAT STAFF>

	Date:
	SECRETARIAT STAFF

	Checked by:
	<NAME and SIGNATURE OF RERC MEMBER-SECRETARY>

	Date:
	CSMC RERC MEMBER- SECRETARY

	Approved by:
	<NAME and SIGNATURE OF RER CHAIR>

	Date:
	CSMC RERC CHAIR
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